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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 14 July 2008 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 38-58 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) Q Claim(s) 38-58 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Claim Rejections - 35 USC § 102/103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 and 
103 that form the basis for the rejections made in this Office action: 

35 USC 102(b): A person shall be entitled to a patent unless - 

the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

35 USC 103(a): A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 1 02 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the art to which said subject matter 
pertains. Patentability shall not be negatived by the manner in which the invention was made. 

Claims 38-44 and 46-57 are rejected under 35 U.S.C. 102(b) as being 
anticipated by US 5,330,482 (Gibbs et al.) (cited by Applicant) or, alternatively, under 35 
U.S.C. 103(a) as being unpatentable over Gibbs et al. 

Gibbs et al. disclose a medical device for use in a body lumen comprising a thin, 
self-expanding, shaped body 70 formed from struts 12 having a compressed state and 
an expanded state (see, e.g., Fig. 4). A method of forming the device from nickel- 
titanium alloy is disclosed (see, e.g., col. 3, line 17 - col. 4, line 17). A sheath 79 
encloses the body. The device is formed from nickel-titanium alloy, as claimed, and 
accordingly, is considered to comprise the same claimed characteristics. It is noted that 
the device of Gibbs et al. is not heat treated until after the basket portion has already 
been formed (see col. 3, lines 43-45). Accordingly, the forming prior to heat treatment is 
cold forming. Therefore, being the same material and being cold formed, it appears that 
the material would exhibit the same characteristics and properties as the material 
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disclosed by Applicant. However, even if the material disclosed by Gibbs et al. is not 
identical to that disclosed by Applicant, it would have been obvious to a person having 
ordinary skill in the art to have provided any such known material, since it has been held 
that selecting a known material on the basis of its suitability for the intended use is a 
matter of obvious design choice. In re Leshin, 125 USPQ 416. Regarding the particular 
metallurgic treatment given to the material, it is noted that a person of ordinary skill in 
the art would find it obvious to apply a known treatment such as cold forming in a 
martensitic phase and then stress relieving the material, as this would merely involve 
the application of known treatments that are commonly performed on metals. As the 
processes are well-known, the person of ordinary skill in the art could be expected to 
apply them to the metal to be used to optimize its characteristics for a variety of 
applications and patient and/or market needs. Likewise, determining a transformation 
temperature of 37 degrees Celcius, or a range of appropriate transformation 
temperatures, would have been further obvious because it has been held that 
discovering optimum or workable ranges involves only routine skill in the art. In re Aller, 
105 USPQ 233. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 45 and 58 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 5,330,482 (Gibbs et al.). 

Gibbs et al., either alone or as modified, disclose the claimed invention except for 
explicitly disclosing that the nickel-titanium alloy can comprise a ternary element such 
as palladium, platinum, chromium, iron, cobalt, vanadium, manganese, boron, copper, 
aluminum, tungsten, tantalum, or zirconium. Nevertheless, it would have been obvious 
to one having ordinary skill in the art at the time the invention was made to have 
provided the alloy with a ternary element such as palladium, platinum, chromium, iron, 
cobalt, vanadium, manganese, boron, copper, aluminum, tungsten, tantalum, or 
zirconium, for example, to have greater control over the physical characteristics and 
properties of the material, since it has been held to be within the general skill of a 
worker in the art to select a known material on the basis of its suitability for the intended 
use as a matter of obvious design choice. In re Leshin, 1 25 USPQ 416. 



Response to Arguments 

Applicant's arguments filed 14 July 2008 have been fully considered but are not 
persuasive. 

In response to Applicant's argument that reference numeral 70 is missing, 
Applicant's attention is directed to the Gibbs et al. reference, which was cited in the 
rejection. In the description of Fig. 4, which was also cited in the rejection, Gibbs et al. 
refer to reference numeral 70 several times (see, e.g., at least col. 2, line 60 - col. 3, line 
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48). While Gibbs et al. do not appear to show reference numeral 70 in the figures, it is 

clear, that it refers generally to device (i.e., the shaped body or "wire basket stone 

extractor"). All of the teachings of a prior art reference must be considered for what 

they teach and suggest to a person of ordinary skill in the art. 

Applicant's argument that the heat treatment might be a "1 degree temperature 

increase incidental to soldering" is unconvincing. As the reference clearly states: 

After wire basket 77 has been formed, heat is applied to wire basket to set the 
shape memory characteristics of inner monofilament wires 1 1 . After cooling, wire 
basket assembly 71 may then be placed in retaining cannula 79 to complete the 
assembly of the extractor 70. Gibbs et al., col. 3, lines 43-48. 

First, the citation above clearly shows that the heating step is an intentional step 
that is not simply incidental to soldering, but rather is performed explicitly to set the 
shape memory characteristics of the metal. Moreover, if the heating were just 1 degree 
incidental to soldering, it is unclear why subsequent cooling prior to assembly would be 
necessary. Therefore, it is clear that the basket is formed without the heating. Since 
forming or working at ambient temperatures is cold forming, the basket is cold formed 
and is then heat treated to set the shape memory characteristics of the metal. Thus, 
Examiner's statements regarding the properties of the material are valid. 

Applicant's argument that "nitinol" is somehow different from "nickel titanium 
alloy" is simply incorrect. Nitinol is a coined term derived from the words nickel, 
titantium and alloy. 

Finally, it is noted that even if the teachings of Gibbs et al. were somehow 
insufficient to maintain a rejection under 35 USC 102, it would have been obvious, as 
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set forth in the rejection, to have used treatment parameters such as those claimed. It 
is noted that the claimed treatment involves commonplace metallurgical processes and 
would yield predictable results. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David Comstock whose telephone number is (571) 272- 
4710. Please leave a detailed voice message if examiner is unavailable. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Eduardo 
Robert can be reached at (571 ) 272-4719. The fax phone number for the organization 
where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/David Comstock/ 
Examiner, Art Unit 3733 

/Eduardo C. Robert/ 

Supervisory Patent Examiner, Art Unit 3733 



